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DETAILED ACTION 

Specification 

1 . The disclosure is objected to because of the following informalities: "patient 12" 
should read "patient 14" in paragraph 0021. 

Appropriate correction is required. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

3. Claims 8-14 and 19-49 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

4. In regards to claim 8, the term "the therapy device" is lacking antecedent basis. 
Examiner is interpreting this term as "the medical device". 

5. Claim 19 is vague because it is unclear how the processor receives a command 
because no element has been set forth to send commands. Examiner has interpreted 
this as being functional language that should read "a processor adapted to receive a 
command". The phrase "therapy information" is inferentially included, rendering it 
unclear whether this element is part of the claimed invention. The phrase "delivery of 
therapy" is vague because no element has been set forth to deliver therapy. 
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6. In regards to claim 20, the phrase "receiving indications" is vague because no 
element has been set forth to receive indications. 

7. In regards to claim 30 it is unclear what is "changing the therapy". Examiner has 
interpreted this as a typographical error wherein the claim should read: "wherein the 
device changes the therapy parameter". 

8. Claim 31 is vague because it is unclear how the processor "receives the value" 
because no element has been set forth to receive values. 

9. Claim 34 is vague because it is unclear how the processor "presents the defined 
event" because no element has been set forth to present events. 

10. In regards to claim 37, "implantable medical device" is inferentially included, 
rendering it unclear whether this element is part of the claimed invention. 

1 1 . Claims 38 and 49 are vague because it is unclear whether Applicant is claiming a 
person, which is non-statutory subject matter. 

1 2. Claims 39-49 are vague because it is unclear whether Applicant is claiming 
instructions, medium, or both. Furthermore, it is unclear whether Applicant is claiming a 
processor. Claims 40-49 recite "a programmable processor". It is unclear whether this 
is the previously recited processor. It is recommended to recite "the programmable 
processor". 

Claim Rejections - 35 USC § 102 

1 3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 



Application/Control Number: 1 0/691 ,91 7 Page 4 

Art Unit: 3762 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

14. Claims 1-10, 12, 15, 18-29, 35, 37-46, and 49 are rejected under 35 

U.S.C. 102(b) as being anticipated by Sheldon (US 5,593,431 hereinafter "Sheldon"). 

15. In regards to claims 1,19 and 39, Sheldon discloses entering a learning mode 
(element 210 and col. 10, line 11), defining an event and associating therapy with the 
event (Fig. 9), and providing therapy based on the detected event (col. 12, line 55). 

16. In regards to claims 2, 3, 20, 21 , 40 and 41 , the user indicates the event, which is 
a posture undertaken by the patient (Fig. 13). The user must inherently indicate which 
posture is being defined. 

17. In regards to claims 4, 22 and 42, defining an event comprises monitoring the 
output of a sensor reflective of a physiological parameter (72, 74, and 76), defining an 
event based on the output (col. 12, line 12), and detecting an event comprises 
monitoring the sensor and comparing it to the defined event (Fig. 9). 

18. In regards to claims 5 and 24, the sensor is an accelerometer (abstract). 

19. In regards to claims 6 and 23, the output reflects posture (col. 12, line 55). 

20. In regards to claims 7, 26 and 43, the sensor output is recorded over a period of 
time (col. 10, line 17). 

21 . In regards to claims 8, 27 and 44, a value of a parameter that controls delivery of 
therapy is recorded (col. 10, line 17) and associated with a defined event. Examiner is 
interpreting posture as controlling delivery of therapy. 
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22. In regards to claims 9, 10, 28, 29, 45 and 46, various postures are recorded, so 
"a change to the parameter" is recorded. 

23. In regards to claim 12, the device is an implantable medical device (Fig. 3) and a 
programmer receives a change to the therapy parameter (the various changes in 
posture) via a programmer (col. 10, line 11). 

24. In regards to claims 15 and 35, providing therapy comprises suspending delivery 
of therapy (by increasing the escape interval, col. 12, line 59). 

25. In regards to claims 18, 38 and 49 the user is one of a clinician and patient (col. 
10, line 13). 

26. In regards to claim 25 the accelerometer is a multi-axis accelerometer (col. 4, line 
18). 

27. In regards to claim 37, the device comprises a programmer (100). 

Claim Rejections - 35 USC § 103 

28. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

29. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
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under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

30. Claims 14, 16, 17, 31-34, 47, and 48 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Sheldon. Sheldon discloses the essential features of the 
claimed invention, including changing delivery of therapy based on a change in a 
parameter and a time (col. 13, line 52), presenting parameter data to a physician (col. 
15, line 59), and deriving the events with markers over time (Fig. 15). Sheldon does not 
expressly disclose receiving a time from the user or presenting the defined events to the 
clinician as markers within a timing diagram. It is well known in the art to provide user- 
customizable time intervals to provide a desired level of hysteresis in signal acquisition 
and presenting acquired data to a clinician to enable the clinician to modify parameters 
or make a diagnosis. Therefore, it would have been obvious to modify Sheldon's 
invention by providing user-customizable time intervals to provide a desired level of 
hysteresis in signal acquisition and presenting the acquired data shown in Figure 15 to 

a clinician to enable the clinician to modify parameters or make a diagnosis. 

31. Claims 11, 13, 30, and 36 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Sheldon in view of Schallhorn (US 6,120,467 hereinafter 
"Schallhorn"). Sheldon discloses the essential features of the claimed invention, but 
does not expressly disclose changing a therapy parameter in response to recorded 
changes in the therapy parameter or a medical device that is a neurostimulator and the 
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therapy parameter is pulse amplitude, width, or rate. Schallhorn teaches of providing a 
neurostimulator with a means to change a therapy in response to recorded changes in 
the therapy parameter (Fig. 5 and col. 5, line 13) to provide customized therapy to the 
patient and utilizing a neurostimulator wherein a therapy parameter is pulse width (col. 
2, line 28) to provide a means to adjust pain therapy in relation to activity. Therefore, it 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to provide Sheldon's invention with a means to change a therapy in response 
to recorded changes in the therapy parameter to provide customized therapy to the 
patient and utilizing a neurostimulator wherein a therapy parameter is pulse width to 
provide a means to adjust pain therapy in relation to activity. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michael Kahelin whose telephone number is (571) 272- 
8688. The examiner can normally be reached on M-F, 9-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (571) 272-4955. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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